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DETAILED ACTION 

Election/Restrictions 

Applicant's election of the species of thymosin alpha 1 as the alpha thymosin peptide; 
interferon alpha as the interferon; and PEG as the polymer in the reply filed on 1 1/13/07 is 
acknowledged. Because applicant did not distinctly and specifically point out the supposed 
errors in the restriction requirement, the election has been treated as an election without traverse 
(MPEP § 818.03(a)). All claims are readable on the elected species. 

Claim 2 has been cancelled. 

Claims 1 ,3- 1 9 are under consideration. 

Oath/Declaration 

The oath states that the filing date of the priority application 60/464,645 is 4/20/03. 
However, the specification states that the filing date of the priority application 60/464,645 is 
4/23/03. Appropriate correction is required. 

Applicant is reminded that the wording of an oath or declaration cannot be amended. If 
the wording is not correct or if all of the required affirmations have not been made or if it has not 
been properly subscribed to, a new oath or declaration is required. The new oath or declaration 
must properly identify the application of which it is to form a part, preferably by application 
number and filing date in the body of the oath or declaration. See MPEP §§ 602.01 and 602.02. 
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Claim Rejections - 35 USC§112 
The following is a quotation of the first paragraph of 35 U.S.C. 112: 

The specification shall contain a written description of the invention, and of the manner and process of making 
and using it, in such full, clear, concise, and exact terms as to enable any person skilled in the art to which it 
pertains, or with which it is most nearly connected, to make and use the same and shall set forth the best mode 
contemplated by the inventor of carrying out his invention. 

Claims 1,3-6,10-14,17-18 are rejected under 35 U.S.C. 1 12, first paragraph, as failing to 
comply with the written description requirement. The claim(s) contains subject matter which 
was not described in the specification in such a way as to reasonably convey to one skilled in the 
relevant art that the inventor(s), at the time the application was filed, had possession of the 
claimed invention. 

The MPEP states that the purpose of the written description requirement is to ensure that 

the inventor had possession, as of the filing date of the application, of the specific subject matter 

later claimed by him. The courts have stated: 

u To fulfill the written description requirement, a patent specification must describe an 
invention and do so in sufficient detail that one skilled in the art can clearly conclude that 
u the inventor invented the claimed invention." Lockwood v. American Airlines, Inc., 107 
F 3d 1565, 1572,41 USPQ2d 1961, 1966 (Fed. Cir. 1997); In re Gostelli, 872 F.2d 1008, 
1012, 10USPQ2d 1614, 1618(Fed. Cir. 1989) ( u [T]he description must clearly allow 
persons of ordinary skill in the art to recognize that [the inventor] invented what is 
claimed"). Thus, an applicant complies with the written description requirement "by 
describing the invention, with all its claimed limitations, not that which makes it obvious," 
and by using "such descriptive means as words, structures, figures, diagrams, formulas, etc., 
that set forth the claimed invention." Lockwood, 107 F.3d at 1572, 41 USPQ2d at 1966." 
Regents of the University of California v. Eli Lilly & Co., 43 USPQ2d 1398. 

Further, for a broad generic claim, the specification must provide adequate written 

description to identify the genus of the claim. In Regents of the University of California v. Eli 

Lilly & Co. the court stated: 

"A written description of an invention involving a chemical genus, like a description of a 
chemical species, 'requires a precise definition, such as by structure, formula, [or] chemical 
name,' of the claimed subject matter sufficient to distinguish it from other materials " Fiers, 
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984 F.2d at 1171, 25 USPQ2d 1601; In re Smythe, 480 F.2d 1376, 1383, 178 USPQ 279, 
284985 (CCPA 1973) ("In other cases, particularly but not necessarily, chemical cases, 
where there is unpredictability in performance of certain species or subcombinations other 
than those specifically enumerated, one skilled in the art may be found not to have been 
placed in possession of a genus ...") Regents of the University of California v. Eli Lilly & 
Co., 43 USPQ2d 1398. 

The MPEP further states that if a biomolecule is described only by a functional characteristic, 
without any disclosed correlation between function and structure of the sequence, it is "not < 
sufficient characteristic for written description purposes, even when accompanied by a method of 
obtaining the claimed sequence." MPEP § 2163 . The MPEP does state that for a generic claim 
the genus can be adequately described if the disclosure presents a sufficient number of 
representative species that encompass the genus. MPEP § 2163. If the genus has a substantial 
variance, the disclosure must describe a sufficient variety of species to reflect the variation 
within that genus. See MPEP § 2163 . Although the MPEP does not define what constitute a 
sufficient number of representative species, the courts have indicated what do not constitute a 
representative number of species to adequately describe a broad generic. In Gostelli, the courts 
determined that the disclosure of two chemical compounds within a subgenus did not describe 
that subgenus. In re Gostelli, 872, F.2d at 1012, 10 USPQ2d at 1618. 

The MPEP lists factors that can be used to determine if sufficient evidence of possession 
has been furnished in the disclosure of the Application. These include "level of skill and 
knowledge in the art, partial structure, physical and/or chemical properties, functional 
characteristics alone or coupled with a known or disclosed correlation between structure and 
function, and the method of making the claimed invention. Disclosure of any combination of 
such identifying characteristics that distinguish the claimed invention from other materials and 
would lead one of skill in the art to the conclusion that the applicant was in possession of the 
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claimed species is sufficient." MPEP § 2163. While all of the factors have been considered, a 
sufficient amount for a prima facie case are discussed below. 

In the instant case, the claims are drawn to methods of treatment comprising administering an 
alpha thymosin peptide (claim 1), 

(1) Level of skill and knowledge in the art: 

The level of skill in the art is high. 

(2) Partial structure: 

The claims recite the administration of an alpha thymosin peptide. The specification 
(section 0013) states that alpha thymosin peptides include naturally occurring TA1, amino acid 
sequences substantially similar thereto, abbreviated sequences, analogs having substituted, 
deleted, elongated, replaced, or otherwise modified sequences such that the derivative functions 
in substantially the same way with substantially the same activity as TA1. There are many 
peptides within the genus. For example when considering substiutions, if only 5 amino acids of 
TA1 were substituted with any of the 20 naturally occurring amino acids there would be over 3 
million different peptide sequences possible. Further, since no specific function other than the 
asserted immune-stimulating effect (section 0016) of alpha TA1 is reported, there are many other 
proteins and protein variants that have immune-stimulating effects that would fall within the 
genus of 'an alpha thymosin peptide'. 

Hence, there is substantial variability in the genus. 

No specific examples other than naturally occurring TA1 are provided in the 
specification. No specific examples are provided of sequences substantially similar thereto, 
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abbreviated sequences, analogs having substituted, deleted, elongated, replaced, or otherwise 
modified sequences such that the derivative functions in substantially the same way with 
substantially the same activity as TA1. 

Since there are a substantial variety of polypeptides possible within the genus, the 
examples do not constitute a representative number of species and do not sufficiently describe 
the genus claimed (see Gostelli above). 

(3) Physical and/or chemical properties and (4) Functional characteristics: 

The claims recite that the alpha thymosin peptide is to be useful for treating or preventing 
coronavirus infection. However, no direction is provided as to what core sequence is necessary to 
treat and prevent coronavirus infection. As claimed, many proteins would meet the claims 
structural limitations. One of skill in the art would not recognize which peptides would be useful 
for treating or preventing coronavirus infection. 
(5) Method of waking the claimed invention: 

No examples are provided. The specification refers to other documents involving the use 
of the TA1 peptide (section 0026). 

As stated supra, the MPEP states that written description for a genus can be achieved by 
a representative number of species within a broad generic. It is unquestionable that claim(s) 1 
and dependent claims is/are broad and generic, with respect to all possible peptides encompassed 
by the claims. The possible structural variations are many. Although the claims may recite some 
functional characteristics, the claims lack written description because there is no disclosure of a 
correlation between function and structure of the polypeptides beyond those polypeptides 
specifically disclosed in the examples in the specification. Moreover, the specification lacks 
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sufficient variety of species to reflect this variance in the genus. While having written 
description of polypeptides identified in the specification tables and/or examples, the 
specification does not provide sufficient descriptive support for the myriad of polypeptides 
embraced by the claims. 

The description requirement of the patent statue requires a description of an invention, 
not an indication of a result that one might achieve if one made that invention. See In re Wilder, 
736, F.2d 1516, 1521, 222 USPQ 369, 372-73 (Fed. Cir. 1984) (affirming rejection because the 
specification does "little more than outlin[e] goals appellants hope the claimed invention 
achieves and the problems the invention will hopefully ameliorate.") Accordingly, it is deemed 
that the specification fails to provide adequate written description for the genus of the claims and 
does not reasonably convey to one skilled in the relevant art that the inventor(s), at the time the 
application was filed, had possession of the entire scope of the claimed invention. 



Claims 1,3-19 are rejected under 35 U.S.C. 112, first paragraph, as failing to comply 

with the enablement requirement. The claim(s) contains subject matter which was not described 

in the specification in such a way as to enable one skilled in the art to which it pertains, or with 

which it is most nearly connected, to make and/or use the invention. 

The factors to be considered in determining whether a disclosure meets the enablement 
requirements of 35 U.S.C. 112, first paragraph, have been described in In re Wands, 858 F.2d 
731, 8 USPQ2d 1400 (Fed. Cir., 1988). The court in Wands states, "Enablement is not 
precluded by the necessity for some experimentation, such as routine screening. However, 
experimentation needed to practice the invention must not be undue experimentation. The 
key word is 'undue', not 'experimentation'" {Wands, 8 USPQ2sd 1404). Clearly, 
enablement of a claimed invention cannot be predicated on the basis of quantity of 
experimentation required to make or use the invention. "Whether undue experimentation is 
needed is not a single, simple factual determination, but rather is a conclusion reached by 
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weighing many factual considerations" (Wands, 8 USPQ2d 1404). Among these factors are: 
(1) the nature of the invention; (2) the breadth of the claims; (3) the state of the prior art; (4) 
the predictability or unpredictability of the art; (5) the relative skill of those in the art; (6) the 
amount of direction or guidance presented; (7) the presence or absence of working examples; 
and (8) the quantity of experimentation necessary. 

While all of these factors are considered, a sufficient amount for a prima facie case is 
discussed below. 

(1) The nature of the invention: 

The claims are drawn to methods of prevention or treating of respiratory coronavirus 
infection, specifically SARS (claim 3). 

Please note that the term "prevent" is an absolute definition which means to stop from 
occurring and, thus, requires a higher standard for enablement than does "therapeutic" or "treat", 
especially since it is notoriously well accepted in the medical art that the vast majority of 
afflictions/disorders suffered by mankind cannot be totally prevented with current therapies 
(other than certain vaccination regimes). 

(3) The state of the prior art and (4) the predictability or unpredictability of the art: 

The state of the art in treating and preventing coronavirus infection is unpredictable. The 
Merck Manual (on-line version www.merck.com/mmhe severe acute respiratory syndrome 
entry) teach (last paragraph) that doctors may treat SARS with drugs. 'However, there is no 
evidence that these or any other drugs are effective'. Further (last sentence), it is stated that 
effective treatments and preventative vaccines are still in the research stage. Fujii et al (J Infect 
Chemother 2004 10: 1-7) summarize clinical reports of attempted treatment of SARS. Fujii etal. 
state (page 1 column 2 line 17) that 'the treatment of SARS remains largely anecdotal, and no 
treatment consensus has yet been reached'. In the same paragraph Fujii et al. state that 'until we 
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have efficacious vaccines and specific anti-SARS-CoV agents, SARS is likely to remain a major 
health threat to the world'. Holmes (Journal of Clinical Investigation 2003 1 1 : 1605-1609) state 
that (page 1607 2 nd column first full paragraph) there are no approved antiviral drugs that are 
highly effective against coronavi ruses. On page 1608 (last paragraph) Holmes states that 
'development of effective drugs and vaccines for SARS is likely to take a long time'. Taken 
together, treatment of SARS is unpredictable and prevention has yet to be reported. 

(5) The relative skill of those in the art: 
The level of skill in the art is high. 

(2) The breadth of the claims 

The claims are drawn to methods of prevention or treating of respiratory coronavirus 
infection, specifically SARS (claim 3). 

In addition to SARS, Holmes teach (page 1605 2nd column first complete paragraph) that 
coronaviruses are known as the cause of certain colds. Holmes teach (page 1605 last paragraph) 
that coronaviruses cause diseases in livestock, poultry and rodents. In addition to SARS, Holmes 
recites numerous other coronaviruses (page 1606 first column) including 
FIPV,HEV,IBV,MHV,and TGEV for example. 

The composition used in the treatment includes naturally occurring TA1, amino acid 
sequences substantially similar thereto, abbreviated sequences, analogs having substituted, 
deleted, elongated, replaced, or otherwise modified sequences such that the derivative functions 
in substantially the same way with substantially the same activity as TA1 . Further, the TA1 can 
be conjugated to polymers such as those recited in section 0022-0023 of the specification. 
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(6) The amount of direction or guidance presented and (7) the presence or absence of working 
examples: 

The specification is void of any working examples. The specification (section 0016) 
states that contemplated treatments include immune-stimulating-effective amounts of the TA1 
peptide. Applicants refer to prior art involving conjugating peptides to polymers (section 0025) 
and use of the TA1 peptide (section 0026). However, a correlation or evidence that immune- 
stimulation is adequate for prevention or treatment of SARS has not been provided. One of skill 
in the art would not equate the asserted immune stimulating activity of TA1 with the ability to 
prevent or treat any and all coronavirus infections. Further, the specification does not provide 
any correlation between TA1 or the TA1 derivatives broadly described in section 0013, or 
PEGTA1 or PEGTA1 in combination with an interferon, and their ability to prevent and treat any 
and all coronavirus infections. Such guidance is necessary because the prior art cited above teach 
that the treatment and prevention of coronavirus infections is unpredictable. Accordingly one 
would be burdened with undue experimentation to determine if the peptides of the current 
invention could be used in methods of prevention or treatment. 

(8) The quantity of experimentation necessary : 

Experimentation is required in numerous areas particularly related to how to use the 

method and determination if it would be useful for the treatment and prevention of any and all 

coronavirus infections. Considering the state of the art as discussed by the references above, 

particularly with regards to the high unpredictability in the art as evidenced therein, and the lack 

of guidance provided in the specification, one of ordinary skill in the art would be burdened with 

undue experimentation to practice the invention commensurate in the scope of the claims. 
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Claim Rejections - 35 USC § 102 
The following is a quotation of the appropriate paragraphs of 35 U.S.C 102 that form the 
basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public use or on 
sale in this country, more than one year prior to the date of application for patent in the United States. 

Claims 1,3-12,17 are rejected under 35 U.S.C. 102(b) as being anticipated by Sherman et 
al. (Hepatalogy, v27 1998, p. 1 128-1 135). 

Sherman teach the administration of thymosin alpha 1 and interferon to patients (title, 
abstract lines 13-16, Table 2). Sherman specifically teach a dosage of 1 .6 mg of thymosin alpha 
1 (abstract line 15) (compare claims 1-9 of the current invention), Sherman teach that the 
interferon that is administered in combination is an alpha interferon specifically alpha 2b (page 
1 128 column 2 line 12 of the first full paragraph) (compare claims 10-11 of the current 
invention). Sherman teach a dosage of 3MU of the interferon (abstract line 15-16) (compare 
claim 12 of the current invention). Sherman teach that the alpha thymosin administration is 
subcutaneous (abstract line 15) (compare claim 17 of the current invention). 

It is noted that the current claim is drawn to a method of prevention. Since a method of 
prevention is used on a patient population prior to the onset of the ailment/disorder, any patient 
population is available for preventative administrations. A method of prevention is not carried 
out for a patient population that already has the ailment/disorder. As such, the human patients of 
Sherman (Table 1 for example) meet the claim limitations. 
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It is noted that claim 17 recites that the peptide is 'substantially continuously maintained'. 
A broad, reasonable interpretation of the claim includes the subcutaneous administration 
described by Sherman (abstract line 15). 



Double Patenting 

The nonstatutory double patenting rejection is based on a judicially created doctrine 
grounded in public policy (a policy reflected in the statute) so as to prevent the unjustified or 
improper timewise extension of the u right to exclude" granted by a patent and to prevent possible 
harassment by multiple assignees. A nonstatutory obviousness-type double patenting rejection 
is appropriate where the conflicting claims are not identical, but at least one examined 
application claim is not patentably distinct from the reference claim(s) because the examined 
application claim is either anticipated by, or would have been obvious over, the reference 
claim(s). See, e.g., In re Berg, 140 F.3d 1428, 46 USPQ2d 1226 (Fed. Cir. 1998); In re 
Goodman, 11 F.3d 1046, 29 USPQ2d 2010 (Fed. Cir. 1993); In re Longi, 759F.2d 887, 225 
USPQ 645 (Fed. Cir. 1985); In re Van Ornum, 686 F.2d 937, 214 USPQ 761 (CCPA 1982); In re 
Vogel, 422 F.2d 438, 164 USPQ 619 (CCPA 1970); and In re Thorington, 418 F.2d 528, 163 
USPQ 644 (CCPA 1969). 

A timely filed terminal disclaimer in compliance with 37 CFR 1.321(c) or 1.321(d) may 
be used to overcome an actual or provisional rejection based on a nonstatutory double patenting 
ground provided the conflicting application or patent either is shown to be commonly owned 
with this application, or claims an invention made as a result of activities undertaken within the 
scope of a joint research agreement. 

Effective January 1, 1994, a registered attorney or agent of record may sign a terminal 
disclaimer. A terminal disclaimer signed by the assignee must fully comply with 37 CFR 
3.73(b). 

Claims 1,3-9,13,17-18 are provisionally rejected on the ground of nonstatutory 
obviousness-type double patenting as being unpatentable over claims 1-19 of copending 
Application No. 10/535,835 ('835). Although the conflicting claims are not identical, they are 



not patentably distinct from each other. 
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'835 teach the administration of an alpha thymosin peptide, specifically thymosin alphal 
(claim 2) wherein the peptide administered at 1 .6 mg (claim 5). '835 teach the alpha thymosin 
peptide conjugated to a polymer (claim 18), and teach administration by infusion (claim 16). 

It is noted that the current claim is drawn to a method of prevention. Since a method of 
prevention is used on a patient population prior to the onset of the ailment/disorder, any patient 
population is available for preventative administrations. A method of prevention is not carried 
out for a patient population that already has the ailment/disorder. As such, the subjects of '835 
meet the claim limitations. 

This is a provisional obviousness-type double patenting rejection because the conflicting 
claims have not in fact been patented. 

Claims 1,3-6 are provisionally rejected on the ground of nonstatutory obviousness-type 
double patenting as being unpatentable over claims 1-10 of copending Application No. 
1 1/577,645 ( c 645). Although the conflicting claims are not identical, they are not patentably 
distinct from each other. 

l 645 teach the administration of an immunomodulator wherein the immunomodulator is 
administered at about 0.1-10mg (claim 4). 

Since the current claims teach that the alpha thymosin peptide can be otherwise modified 
to sequences such that the derivative functions in substantially the same way with substantially 
the same activity as TA1, the immunomodulator of '645 meets the claim limitations. 

It is noted that the current claim is drawn to a method of prevention. Since a method of 
prevention is used on a patient population prior to the onset of the ailment/disorder, any patient 
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population is available for preventative administrations. A method of prevention is not carried 
out for a patient population that already has the ailment/disorder. As such, the subjects of '645 
meet the claim limitations. 

This is a provisional obviousness-type double patenting rejection because the conflicting 
claims have not in fact been patented. 

Claims 1,3-6 are provisionally rejected on the ground of nonstatutory obviousness-type 
double patenting as being unpatentable over claims 1-18 of copending Application No. 
1 1/558,281 0281). Although the conflicting claims are not identical, they are not patentably 
distinct from each other. 

'281 teach the administration of an immunomodulator wherein the immunomodulator is 
administered at about 0. l-10mg (claim 9). 

Since the current claims teach that the alpha thymosin peptide can be otherwise modified 
to sequences such that the derivative functions in substantially the same way with substantially 
the same activity as TA1, the immunomodulator of '281 meets the claim limitations. 

It is noted that the current claim is drawn to a method of prevention. Since a method of 
prevention is used on a patient population prior to the onset of the ailment/disorder, any patient 
population is available for preventative administrations. A method of prevention is not carried 
out for a patient population that already has the ailment/disorder. As such, the subjects of '281 
meet the claim limitations. 

This is a provisional obviousness-type double patenting rejection because the conflicting 
claims have not in fact been patented. 
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The claims recited above are directed to an invention not patentably distinct from the 
recited claims of commonly assigned 10/535,835. 

The U.S. Patent and Trademark Office normally will not institute an interference between 
applications or a patent and an application of common ownership (see MPEP Chapter 2300). 
Commonly assigned 10/535,835, discussed above, would form the basis for a rejection of the 
noted claims under 35 U.S.C. 103(a) if the commonly assigned case qualifies as prior art under 
35 U.S.C. 102(e), (f) or (g) and the conflicting inventions were not commonly owned at the time 
the invention in this application was made. In order for the examiner to resolve this issue, the 
assignee can, under 35 U.S.C. 103(c) and 37 CFR 1 .78(c), either show that the conflicting 
inventions were commonly owned at the time the invention in this application was made, or 
name the prior inventor of the conflicting subject matter. 

A showing that the inventions were commonly owned at the time the invention in this 
application was made will preclude a rejection under 35 U.S.C. 103(a) based upon the commonly 
assigned case as a reference under 35 U.S.C. 102(f) or (g), or 35 U.S.C. 102(e) for applications 
pending on or after December 10, 2004. 

The examiner has identified three copending Applications which have been rejected 
under Double Patenting above. Because of Applicant's prolific Patent and Application portfolio, 
the burden is shifted to Applicant to identify all relevant Applications and Patents and to include 
said Applications and Patents on any terminal disclaimer filed. 
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Conclusion 



Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Ronald T. Niebauer whose telephone number is 571-270-3059. 
The examiner can normally be reached on Monday-Thursday, 7:30am-5 :00pm, alt. Friday, EST. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Cecilia Tsang can be reached on 571-272-0562. The fax phone number for the 
organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the Patent 
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